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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^l Responsive to communication(s) filed on 13 May 2009 . 
2a )^ This action is FINAL. 2b)^ This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 1,7,11,13,14,17,18,20,21,24, 25. 28. 29 and 33-35 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5M Claim(s) 1.7.11.13.14.17.18.20.21.24.28.29.33 and 35 is/are allowed. 

6) |EI Claim(s) 25 and 34 is/are rejected. 

7) \Z\ Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 27 January 2006 is/are: a)^ accepted or b)\Z\ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)|EI All b)Q Some * c)Q None of: 

1 0 Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

STATUS OF THE CLAIMS: Claims 1,7,11,13-14,1 7-1 8, 20-21 , 24-25, 28-29 and 33- 
35. 

Claim Rejections - 35 USC § 102, 103 &112 

1. The rejections, of claims 1, 7, 11, 13-14, 17-18, 20-21, 24, under 35 USC § 102, 
103 & 112 have been overcome by Applicant's amendment in the reply filed May 13, 
2009. 

Rejoinder 

2. Claims 1 , 7, 1 1 , 13-14, 17-18, 20-21, 24 are directed to an allowable product and 
composition. Pursuant to the procedures set forth in MPEP § 821 .04(B), claims 25, 28- 
29 and 33-35, directed to the process of making or using an allowable product, 
previously withdrawn from consideration as a result of a restriction requirement, are 
hereby rejoined and fully examined for patentability under 37 CFR 1.104. 

Because all claims previously withdrawn from consideration under 37 CFR 1 .142 
have been rejoined, the restriction requirement as set forth in the Office action 
mailed on August 29, 2008 is hereby withdrawn. In view of the withdrawal of the 
restriction requirement as to the rejoined inventions, applicant(s) are advised that if any 
claim presented in a continuation or divisional application is anticipated by, or includes 
all the limitations of, a claim that is allowable in the present application, such claim may 
be subject to provisional statutory and/or nonstatutory double patenting rejections over 
the claims of the instant application. Once the restriction requirement is withdrawn, the 
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provisions of 35 U.S.C. 121 are no longer applicable. See In re Ziegler, 443 F.2d 121 1 , 
1 21 5, 1 70 USPQ 1 29, 1 31 -32 (CCPA 1 971 ). See also MPEP § 804.01 . 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 25 and 34 are rejected under 35 U.S.C. 112, first paragraph, as based on 
a disclosure which is not enabling. Inducing cytokine biosynthesis is critical or essential 
to the practice of the invention, but is not included in the claims, and thus, is not enabled 
by the disclosure. See In re Mayhew, 527 F.2d 1229, 188 USPQ 356 (CCPA 1976). 

The how to use portion of the statute has not been addressed. This means that 
Applicants must teach the skilled practitioner, in this case an individual with a doctoral 
understanding with cytokine biosynthesis, how to treat a given subject. The skilled 
artisan clearly must know what disease and what symptoms are to be treated. In this 
case, Applicants have not provided what is being treated by claims 25 and 34, the 
subject, how one can identify said subject (i.e. how one can identify a subject in need), 
given no specific dose, given no specific dosing regimen, given no specific route of 
administration, and do not specify what diseases or symptom they intend to treat. 

Patent protection is granted in return for an enabling disclosure of an invention, 
not for vague intimations of general ideas that may or may not be workable. Tossing out 



Application/Control Number: 10/595,066 Page 4 

Art Unit: 1624 

the mere germ of an idea does not constitute enabling disclosure. Genentech Inc. v. 
Novo Nordisk42 USPQ2d 1001. 

As the Supreme Court said in Brenner v. Manson, 148 USPQ at 696: "a patent 
is not a hunting license. It is not a reward for the search, but compensation for its 
successful conclusion." As U.S. Court of Customs and Patent Appeals stated In re 
Diedrich 138 USPQ at 130, quoting with approval from the decision of the board: "We 
do not believe that it was the intention of the statutes to require the Patent Office, the 
courts, or the public to play the sort of guessing game that might be involved if an 
applicant could satisfy the requirements of the statutes by indicating the usefulness of a 
claimed compound in terms of possible use so general as to be meaningless and then, 
after his research or that of his competitors has definitely ascertained an actual use for 
the compound, adducing evidence intended to show that a particular specific use would 
have been obvious to men skilled in the particular art to which this use relates." 

This claims, for example, would read on all cytokine biosynthesis in vitro, in 
mammals with below normal cytokine biosynthesis activity, in mammals with normal 
cytokine biosynthesis activity, or in asymptomatic mammals with up-regulated cytokine 
biosynthesis activity. The specification fails to teach any benefit to be gained from such 
actions. Is extensive experimentation required on the part of a potential infringer to 
determine if their use of Applicants' compound falls within the limitations of Applicants' 
claim? In re Kirk and Petrow, 153 USPQ 48 (CCPA 1967). 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 25 and 34 rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The phrase "inducing cytokine biosynthesis" in claims 25 and 34 renders the 
claim indefinite. The phrase "inducing cytokine biosynthesis" is not defined by the 
claim, the specification does not provide a standard for ascertaining the requisite 
degree, and one of ordinary skill in the art would not be reasonably apprised of the 
scope of the invention. It is not understood what is accomplished. One skilled in the art 
needs to know which diseases or symptoms are to be treated. Also, this includes in 
vitro, right? For what purpose? Appropriate correction is required. 

Allowable Subject Matter 

Claims 1,7,11,13-14,17-18, 20-21 , 24, 28-29, 33 and 35 are in condition for 
allowance. The compounds, compositions and its methods of use in Claims 1,7, 11, 
1 3-1 4, 1 7-1 8, 20-21 , 24, 28-29, 33 and 35 were not found to be obvious nor anticipated 
by the prior art of record. The closest prior art, US Patents 7,427,629, 7,091 ,214 and 
6331539, differs from the instantly claimed compounds. The closest prior art contains 
an antigen type moiety linked to an IRM moiety through Ri or an aryl and heteroaryl 
moiety as compared Applicant's invention which includes a linear or branched aliphatic 
group having at least 1 1 carbon atoms. Thus, the prior art does not teach or suggest 
the presently claimed compounds. Therefore, these claims are in condition for 
allowance. 
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Conclusion 

Claims 1, 7, 11, 13-14, 17-18, 20-21, 24-25, 28-29 and 33-35 are pending. Claims 
25 and 34 are rejected. Claims 1 , 7, 1 1 , 13-14, 17-18, 20-21, 24, 28-29, 33 and 35 are 
allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PAUL V WARD whose telephone number is 571-272- 
2909. The examiner can normally be reached on M-F 8 am to 4 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mr. James O Wilson can be reached on 571-272-0661 . The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/PAUL V WARD/ /James O. Wilson/ 

Examiner, Art Unit 1624 Supervisory Patent Examiner, Art Unit 1624 



